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s Purtfoseof this meeting
● Inuut lram stskeholders

s PtttpeseofUtlstatk
c Sceue etdrug regulatoryactivities
“ Sense efcurrent fwferltfesand Issu@s

a Ilgenda

~

:*Current drug refntlatowswtem tktutblic

s Scone ofactfvttlesandreseurces available

[YCurrent level ofperformance a issues
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U.S.Drug Regulatory System

<+In evolution ouormffch of the 20fh Centw

~ <+Mksfofk Promote and protect fmblic heaffh
bymm’fng that safe and effeUfUe druffs
are avaflable te ilrneflcana

;+Mestrecent modiflcaffen: FDA
Medemlzatfen Actef1997

Components ofSystem

1 ~mn
cCenter far Drug Evaluationand Rasearch

E ● OMC8affta9ulatowAffairs[m~ Ftelrfl

B
● Offfceaf ChfefCounsel
“ emce oftfieCommlsslener

Ii
~p

Components ofSystem [contl

● Stateand local omcials
- WI- UCWSII19Bo8ris

● fnstttutfonalUeviewBoards

“ OFJI
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, Expectations for the System

~ (ZAU marketed drugs are effectfueand safe in
tffecontext oftheir use.

r ● Human drags are cf fr19hrfualfU
c GenarIc camuetfffsnkeeusdrug frrlces~

; reasonable
● AU arfw’lfslnffandBramoffonofdrurfsIs

B Infwrnatfu andfs not fals8ormlsleadIn9

Expectations for the System
[Colwl

● Patientswho lackaftarnatfws IMVDaccus ta
Investieatfoealdrugs

● High uualityInformatfanan how te use drugs fa
euallab!eIncludhreInformationon childram
clderfyuatferrtaandother !frouus

‘1
Expectations for the System

, [contJ

A

.k“
~..

(sRebustdrug dewloument urogram~that

L
thoroughly uratect tmmansublect$
ffourfaffand are twoductfue I

3



a*~~DrugRegulatorySystem:
Processes

~ f~llmllcatfont levlew
● llUl,Hewtlru9hotrlication

$
● OTCMonograulrs
● Stsndardsfor MarKetht9

‘g: -Tcclmical Stsadards

- Qllsmvstmsfds

‘ Drug RegftlatfwSysternPrecesses

+ Poti*atieUng=feU wmllIance
[Pharmacwfgllancel

● PmWnarketin9 trtal~ ragistrtes

● StrorrtanaousrauorUn9 swxam

Drug RegulatorySystem Precesses

s Comfillance /Enforcement
“ lrrsuecusns
c Survell[ance
● Drug sanrollng
● Mvarttslrrg
● Education
● RegulatoryActions
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‘{ Drug RegulatorySystem:Essential
,. Supuortlngllctivltles

● ffegulateryScience
● PelicyDeveleoment

<+Policy Develeument
., <+lnterttatfonaICellaberaUett/Ottfreach

k+
F
~ EssentialSumonhfglhtMtles

1!. {*CemmtfnIcatfon

E

● tlruolntormatten/edrrcatfen
“ Freedem eflnfermaffentirecess

B

“ msuutaresehrtfen
- com embww

E

- CMM9 romln Gmcoss

● Stakelielderfeedback- Wl

EssentialSuuuorlhfgIictlvitle*

<~Infofntatfon Management
● Infermatfentechneletw
● Medlcai library
● Electranlcsubmissions
“ Infra- and Internet-use

1
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EssentialSupflortingActivities

i+Tralnlng
“ Internal

- ?dlclos

- Prccaauros

● Estemal

FDADrug RegulatoryProgram
1998 Resources*

Q 2#561Peeule
1708 CitE6
853 Oftil[fieldl

o$283,!J53.80 Budget
206K CDE6
115K Oruhan Prodrrcts
66K Field

“IncludingUser FeeFunding

‘ FactersMecUngResource
Disu’ibutlon

: [

{$ Hlstorlcal

{sDirect statutory mandates,,,$

i?PDUFAdIctatesbaseline Ieuelateffottln...
nremarket reulew.
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,, AtmlicationReulew MIDProcess

{~Current Performance level

● Processwell ❑anagedandtimely

● Ftrst+lme-in-humaett’lalIssues resotued

● “Clinicalholds”ouersigtit

e~:
Ml Process Standards

ae Immttmt Cmtsrmw m Bcrmmtwttw ot Twholcal
awtatrmrmtc for rwrmacwttctlsttc lt] Smdmts

a .Codwdarrncrracmrl.Tdcdscucmrocds

. sihrcsrwrhm Carimu

InvestigationalHewDrug Process
Issues

1. ?wlmrmrtm Dumciuc Bcrlomcw awls under

‘muFn u“

I Accocctchwtwtiml arw

3. status cl Incmurhal Bwtcw Bawds

fir“r+

4. rmtrtc am9BWOIWmBm

*

.~,
5. amuck sbmw arM twolsomwtttmoa Imwwo

Ulmlrtu[Crrml

J!!!
..
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{ HewDrug Review Performance

$
.$Tlmellness Meethtgall PllUFllgoals

<~Oremte= Over 50 lidUiW’!fCemfffittee
Meetings Yt!arlY

~ EfflclenW Meting teward electronic

~ HewDrug Reuiew Standards I

IIo Rsrtrrlrementsts stutfvchllrfremwemcm elderly,
mfhnlcgrorms I

k
w=
* ~ hnu~iouc re$l~nce

1?“ * 9uer-fhe-CmrnterSwitchss

1!‘; @ Chronicallyused drrrirs fraffantfollew-uu
I

.. Hewilrug Review issues

“Number @fuaflarrtssturfie!furlar te markeUn9
● aanafttste many Us rfskste few
● Drug-drug Interactions

{+ Radlefthannaceutkalsand PETdrugs

1
1
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. ApplicationReview GenericDrugs

:+Current Performance letfel
“ Wer50%NDKs reuiewedlnla8days

● Tfmetemarketfng ffasdratfuadfrem
40 months [19931to19mmftffs [13911

● Addltionalsffaamllnin gaccurrfrfu

6enerlc Drug Review Issues

{~Matmlactureracalling ferfurther
shertenfng ef revfewtfntes

~

<xCettgresslenal lntere~ Barrlerste genericR.~* cemttetftfen

!? {~Research: Hen-eral desage fentts I

; Mulication Review Sfufolemental
.. HDA’s[Hew Uses]

m: {+Fflil”HewUse Ittltfatfue”&

It ● Wdauco W S#fwcval of flow :amcor TrcmrtNUsas
for Wfwt.d Sru sod aiolaglccf ?raiocts”..
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; Productllualityllssurance:

{-Marketed drugs are of high uuality

<~Efffclencygalm. “SUPAC”Process

<~Hot meeting emy two year rauuirement for
facflltylnspectfons

ProductQualityAssurance: Issues

f+Malntainlngadeuuate Insuectfenal
co~erage in U.S.

● 3rduarlyaudit?
● latUartyaudi@

<+Immectfen ef foreign establishments
● Mutualracognirhn agreement

&
%,-,*

ProductQuality llssurance Issues ICBWJ

;*Standards far Pharmacy Cemnounding
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,: SunfeIllance/Compliance

<sflietarySupplemertts

(~Marketed unauuroved drugs

Surveillance: Drug Markethfgand
I Advertising Issues

Z @ Dlrsct4a-Censum@rAWetisIng

F 6JOissamlnathrg01Raorlrm POAMA

~ Consumar Infermattanon urascrtottonrtnrirs

Le Ptrarmacauticalfirm’srtla in managed cara

1
, Sufueillatm Human SublectProtectien

(ZAudits of clinlcal reals
4 “

.“:
e

..
?

,.

s Audits of lRO’s

<~Tralnlng IRE’sand clinlcal Investigators

<+Intarnatlmtal clittIcalreals

;+;Electronicdatacatmrre
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,,.Safelyof MarketedDrugs

s Premarket testingwlll not detect all
uroblerns/toticlWs

● Rare events

● EventscausellIIyuse outshioarruroued

c Medicaclenerrers

SafelYofMarketedDrugs[CDrru

s CDEtlIsungradlng spontaneous rerortlng
system [uasslve survelllancel

~~Activesurveillance Divarious kinds has
been suggested

, Communlcatfons

<~Effectiuecommunication linked to drug

$
~P

!+PrescrIptlenand OTClabeling,,
& “

;+Drug develoumentstatistlcs

<>Communications research
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~ Summaw

{+ManymuIcctarfonsforlmurovement and
comueting urfetlties

; +:Weneedtehearfremstakehelders
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